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Executive Summary:
FDA Plan for Statutory Compliance

Purpose

Scope

ThePlan

The FDA Plan for Statutory compliance addresses requirements set forth in Section
406 of the Food and Drug Administration Modernization Act of 1997 (FDAMA).
The Plan identifies those actions necessary to bridge the gap between what FDA
isrequired to do by statute and what it is able to accomplish with current resources.
FDAMA has presented FDA with an opportunity to close that gap by working in
concert with its community of stakeholdersto protect the health and well-being of
the American public. This Planis apositivefirst step. It outlines bold and innov-
ative approachesto meet theincreasingly complex public health challenges of the
21st century.

FDA, however, is unable to meet all of these challenges with its current level of
resources. Innovation and creative collaboration with stakeholderswill enhancethis
effort, but significant additional resources, aswell as prioritization of FDA activ-
ities, are essential if FDA is to meet its statutory requirements on a sustained
basis and to meet public expectations. The successful implementation of thisPlan
depends on commitment of resources by both FDA and its stakeholders.

The Plan specifically addresses each of the objectives stipulated by Congressin
FDAMA Section 406(b). These objectives, when achieved, will result in the fol-
lowing outcomes: stakeholders who are well informed about and involved in the
Agency’s new products and regulatory processes, comprehensive monitoring of
industry practices and product use; regulatory decisions that are supported by a
sound science base; and on-time reviews of new products prior to market entry.

To accomplish these objectivesthe Plan outlines FDA’s strategic directions over the
next 5 years and specific performance goals for Fiscal Year (FY) 1999. The Plan
was devel oped in close consultation with awide range of stakeholders, including
consumersand patients, industry, health professionals, and other public sector reg-
ulators. The end product representsthe collective views of FDA's senior leadersand
its community of stakeholders.

FDA Challengesin Fulfilling Its Mission: FDA must address several key chal-
lenges now and in the future for the Agency to successfully mest its statutory
requirements and to fulfill its health promotion and protection mission. These
include: research and devel opment-fuel ed pressures on regul atory responsibilities;
greater product complexity driven by breakthroughs in technology; growth in
recognized adverse effects associated with product use; unpredictable new health
and safety threats, awareness of citizen-stakeholders and their more targeted
needs; emerging regulatory challengesin theinternationa arena; and increased vol-
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ume and diversity of imports. The ability to formulate successful solutions to
these challenges depends on innovative approaches used by FDA, creative collab-
oration with stakeholders, prioritization of FDA activities, and an adequate invest-
ment of resources to implement these approaches.

Stakeholder Views: FDA's senior leadership listened carefully to the viewpoints
of itsmany stakehol ders prior to the devel opment of this Plan. These opinionswere
expressed during a series of public meetings held during the summer of 1998.
Several productive suggestions surfaced from these discussions. Two genera
themes emerged:

1) Greater stakeholder involvement: Stakehol derswant to be ongoing contributors
to FDA's future strategies. Effective collaboration can raise the likelihood that
these strategies will be successful. Stakeholders also want to be well-informed
about FDA'sregulatory processes. Consumers and patients want clear informa
tion about new products, and they want to receive the information in atimely
manner.

2) Balanced, risk-based FDA decisions: Stakeholders agreed that FDA priorities
should be risk-based, and a so believe that the Agency should balancetimely pre-
market review programs with the need for effective postmarket inspection and
surveillance. They urged the Agency to continue to develop a strong scientific
and analytical basisfor regulatory decisions. Some urged FDA to rely more on
third parties and others want more direct FDA regulation.

Current Innovationg/Reinventions: While stakeholders have made useful sug-
gestionsfor enhancing Agency programs, FDA had aready begun stepsto improve
its approach to public health protection and is continuing this effort. This has been
accomplished both through redesign of internal programs and via collaborative
efforts with outside parties. New, critically important medicines are now reaching
the market more rapidly asaresult of more efficient Agency review processes and
the automation of these processes. Since 1993, the median approval time for new
drugs has been substantially reduced, from 20 monthsto around 12 monthsin 1997.
FDA iscollaborating with its regulatory colleagues aswell asthe regulated indus-
try to develop national systems of consumer protection. Two examples are cited:
FDA isworking closely with the U.S. Department of Agriculture, the Centersfor
Disease Control and Prevention, and the statesto devel op acomprehensive network
for ensuring safety of the American food supply. FDA isa so coordinating with the
international regulatory community and the U.S. Customs service to increase
assurance that imports entering the country are safe.

Strategic Directions for the Future: FDA's senior leadership identified the fol-
lowing strategic directionsin order to focus the Agency’s energies on meeting the
objectives set forth in the Plan:

» Establish risk-based priorities—Focus resources on those health and safety
risks that most directly threaten the well-being of U.S. consumers.

» Srengthen the scientific and analytical basisfor regulatory decisions—A strong
science base must underpin each of the Agency’s regulatory decisions.

» Work more closdly with external stakeholders—Collaboration with stakeholders
will result in more effective solutions to public health problems.

» Continueto re-engineer FDA processes—Re-engineering will result in regulatory
simplification and more cost-effective waysto run FDA's internal processes.

[FDA
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Organization

» Adopt a systems approach to Agency regulation—Regulatory approachesin the
future will look for total problem solutions, rather than piecemeal review and
enforcement decisions.

» Capitalize on information technology— nformation technology will help to
improve both internal efficiency and communication with stakeholders.

The six strategic directions outlined above will guide FDA's efforts to meet the
FDAMA objectives. Many factors over the next severa yearswill have animpact
on FDA's ahility to meet these objectivesincluding the outcome of arisk-based pri-
ority system, the success of third partiesin the regulatory process, improvements
in technology and systems engineering, and the synergies created by greater col-
laboration with other federal agencies, aswell as FDA'sexternal stakeholders, new
statutory mandates, and emerging public health responsibilities. Reinvention will
enable FDA to make up some of the difference between current performance and
FDAMA objectives. Additional resources will also be necessary over the next 5
yearsin order for the Agency to satisfy its statutory requirements and to meet pub-
lic expectations.

The body of this Plan identifies the major areas where FDAMA callsfor FDA to
meet statutory requirements, such as premarket reviews, injury reporting, and
product safety assurance. It also discusses areas where there are not statutory
requirements, but where there is general agreement on what time frames for
reviews and inspections are appropriate and what other work needs to be accom-
plished to meet FDAMA objectives. FDA would be hard pressed to meet all of the
FDAMA objectiveswith current resources and operating procedures. For example,
in FY 1999 the Agency estimatesit can accomplish roughly one-half to three-quar-
tersof its statutory inspectional workload with current funding (See Figure 3).

Part One of the Plan, the strategic framework, provides the broad Agency-wide
context of the Plan. Thisincludes:

1) development of aclear mission statement;

2) assessment of challengesthat FDA facesin fulfilling its mission;

3) analysisof the gap between what is expected of FDA and itsactua performance;
4) consulting FDA's stakeholders on future directions; and

5) agtatement of Agency-wide objectives{ Section 406(b)} and strategic directions
to achieve the objectives.

Part Two of the Plan maps the specific plan for achieving each 406(b) objective,
including strategies and performance goal s that can be used to manage toward the
objectives. In Part Two, the specific performance targets for FY 1999 are estab-
lished based on the Agency’s existing resources, reinventions, and collaborative
arrangements. FY 2000 performance targets currently are being devel oped as part
of the FY 2000 Budget process and are not included in the Plan.

Vi
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PART ONE
Strategic Framework

The FDA Plan for Statutory Compliance addresses requirements set forth in Section 406 of the Food
and Drug Administration Modernization Act of 1997 (FDAMA) (see Appendix A). The Plan identi-
fies those actions necessary to bridge the gap between what FDA is required to do by statute* and
expected to do by the public—and what the Agency currently is able to accomplish with existing
resources. A high-performing FDA working in concert with its stakeholders is absolutely crucial to
promote and to protect the health and well-being of the American public. Given the myriad escalat-
ing technological, economic, and health risk challenges, thiswill not be an easy task for FDA. The
passage of FDAMA presents FDA with an opportunity to demonstrate innovative and bold approach-
esin meeting these challengesfor the 21st century. This Plan isone positive step toward moving FDA
into conformance with the views of Congress and the Agency’s stakeholders.

This document demonstratesthat FDA already is making great progressin managing health risks—
ajob that isbecoming more complex and often fraught with uncertainty and unpredictability. The Plan
also highlights the fact that the Agency clearly is unable to meet al of the challengesit is expected
to addresswith itscurrent level of resources. Innovation and creative collaboration with external stake-
holderswill certainly enhance the Agency’s ahilitiesto reduce health risksin the long run; but addi-
tional resources are essential to help FDA fulfill its statutory mandates.

[* Statutory requirements encompass al provisions of the Federa Food, Drug, and Cosmetic Act (FD&C Act) and its
amendments, including FDAMA.]

The Plan specifically addresses the six objectives stipulated by Congressin FDAMA Section 406(b):

. Maximizethe availability and clarity of information about the processfor review of applications
and submissions.

. Maximizethe availability and clarity of information for consumers and patients concerning new
products.

. Implement inspection and postmarket monitoring provisions of thisAct.
. Ensure access to needed scientific and technical expertise.

. Establish mechanisms, by July 1, 1999, for meeting time periods for the review of all applica
tions and submissions.

. Eliminate backlogs in the review of applications and submissions by January 1, 2000.
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To achieve these objectives, the Plan identifies Agency-wide strategic directionsfor the next 5 years,
and specific performance goals for Fiscal Year (FY) 1999. Thus, the total plan presents a picture of
the Agency’slong- and short-term future that will be reviewed and modified as part of ongoing dis-
cussionswith FDA's stakeholders, with future Department of Health and Human Services (DHHS)
leadership and other parts of the Administration, and with Congress.

The Mandated Strategic Framework

This Plan is one element of atotal strategic framework mandated by FDAMA that enables FDA to
address increasingly complex public health challenges. This framework, outlined in Section 903 of
the Federal Food, Drug, and Cosmetic Act as amended by FDAMA (see Appendix A), containsthefol-
lowing key elements:

1.  Anaugmented mission statement for FDA, which places new emphasis on more resource-inten-
sive consultation and cooperation with stakeholders asacrucia ingredient in public health pro-
tection and promotion { Sec. 903(b)(4)} .

2. Achargeto the Secretary of Health and Human Servicesto foster collaboration among science-
based agencies throughout the federal government. Such coordination is necessary to strength-
en the science capahilitiesthat underpin federal responsibilitiesto ensure a safe food supply and
related to devel opment, evaluation, and monitoring of new medical therapies { Sec. 903(c)} .

3. Stipulation of general powers that are necessary for carrying out Agency responsibilities,
including research and education { Sec. 903(d)} .

4. A requirement that FDA develop, after consulting with stakeholders, a plan for bringing the
Agency into compliance with each of the obligations under theAct (The FD& CAct), and revise
that plan as appropriate with stakeholder input { Sec. 903(f)} .

5. Aprovisonfor FDA to prepare and publish an annual report that compares planned versus actu-
a performance { Sec. 903(g)} .

These elements reflect certain broad themes. First, the Agency should devise and implement strate-
giesin amore open, multi-organizational environment. Congress emphasized throughout FDAMA
that consultation, collaboration, and synergy-building with external organizations are paramount to
FDA achieving itsmission of protecting and promoting public health. Simply put, FDA cannot do the
job aone.

Second, Section 903 provides FDA with amore systematic approach to strategic management. The
essential elementsare clearly articulated: aclear mission, consultation with stakeholders, aplan based
on stakeholder input to carry out the intent of the mission, and provision for ongoing feedback,
accountability, and adjustment to the plan. The Agency recognizes the importance of this plan for
action accountability, as outlined in Section 406(b) of FDAMA, and in establishing an ongoing dia-
logue with stakeholders to continually improve strategies.

Third, Congress has recognized that an array of capabilitiesincluding public education and research
{ Section 903(d)(2)} are essential elementsrequired to carry out itsresponsibilities under the Act. The
six objectives outlined in FDAMA 406(b) also explicitly stipulate education and scientific expertise
asbeing central to the Agency’s modernization plan. Successful public health promotion and protection
decisions depend upon awell-developed scienceinfrastructure and an informed public. Without these
two elements, desired health outcomes are not possible.

FDA'’S Strategic Management Approach

FIGURE 1illustrates how FDA isintegrating the mandates in Section 903 to form the components
of an effective strategic management process. Asthefigureillustrates, effective implementation of the
FDAMA plan depends upon severa eements:
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1) development of aclear mission statement;

2) assessment of challengesthat FDA facesin fulfilling its mission;

3) anaysisof the gap between what is expected of FDA and its actual performance;
4)  consulting FDA's stakeholders on future directions;

5) asatement of Agency-wide objectives{406(b)} and strategic directionsto achieve the objec-
tives;

6) aspecific planfor achieving each 406(b) objective, including strategies and performance goals
that can be used to manage toward the objectives,; and

7) abudget that adequately funds the plan.

Part One of the Plan providesthe broad Agency-wide context—steps 1 through 5 above. Part Two of
the Plan maps the specific plan for achieving objectives. In Part Two, the specific performance tar-
getsfor FY 1999 are established based on the Agency’s existing resources, reinventions, and collab-
orative arrangements. FY 2000 performance targets currently are being developed as part of the FY
2000 Budget process and are not included in the Plan. Many factorsinfluence FDA's choice of per-
formancelevels, including: extrapolations of past performance, anticipated workload, cregtive re-engi-
neering to improveinternal efficiencies, successful collaboration with FDA's outside stakehol ders, and
dtrategic priorities.

Mission Development

Over theyears, Congress has dramatically expanded the responsibilities of the FDA. The Federal Food
and DrugsAct of 1906, the first nationd statute enacted by Congressto regulate the American food
and drug supply, gave FDA's predecessor agency the authority to remove adulterated or misbranded
foods and drugs. In ensuing years, Congress enacted a series of statutesthat expanded FDA'srespon-
sibilitiesin anumber of directions, including: new product areas (cosmetics, biologicals, and med-
ical devices); additiona product characteristics (e.g., efficacy aswell as safety); and additional per-
spectives from which to monitor products (e.g., monitoring prior to market introduction as well as
postmarket monitoring).

Beginning in 1996 with the passage of the Animal Drug Availability Act (ADAA) and continuing in
1997 with the passage of FDAMA,, Congress enhanced FDA’'s mission in ways that recognized the

Figure 1: FDAMA'’s Refocus of FDA'’s Strategic
Management Process
( Shaded areas are FDAMA changes to Section 903 of FFD&C Act)

Develop
=P Budget
Proposals
Identify
Agency
Define Assess G Consult with Objectives Annual
Mission FDA = Analapsis = Stakeholders m=pp and Implement |=§»  Report
903(b) Challenges Y 903(f)(2) Strategic 903(g)
Directions
903()(2) Develop
Plan for
| Achieving
Objectives
903(f)(1)
FDA Plan for Satutory Compliance FoA



Agency would be operating in a21st century characterized by increasing technologicd, trade, and pub-
lic health complexities. To meet these challenges, Congress added explicit phrasing to the Agency’s
mission statement to ensure that FDA would coordinate its own efforts with regulatory counterparts
worldwide. In addition, Congress recognized that external scientists, medical experts, and public health
experts must play an increasing rolein Agency responsibilities. It defined anew emphasisto be placed
on regulatory processes and required moreinteraction with stakeholders. Through FDAMA, Congress
intendsto ensure timely availability of safe and effective new productsthat benefit the public, and to
ensure that our nation continues to lead the world in new product innovation and development.

FDAMA defines FDA's new mission as follows:

The Administration shall—

(1) promote the public health by promptly and efficiently reviewing clinical
research and taking appropriate action on the marketing of regulated products
in atimely manner;

(2) with respect to such products, protect the public health by ensuring that—
(A) foods are safe, wholesome, sanitary, and properly labeled;
(B) human and veterinary drugs are safe and effective;
(C) there is reasonable assurance of the safety and effectiveness of devices
intended for human use;
(D) cosmetics are safe and properly labeled; and
(E) public health and safety are protected from electronic product radiation;

(3) participatethrough appropriate processes with representatives of other coun-
tries to reduce the burden of regulation, harmonize regulatory requirements,
and achieve appropriate reciprocal arrangements,; and

(4) asdetermined to be appropriate by the Secretary, carry out paragraphs (1)
through (3) in consultation with experts in science, medicine, and public
health, and in cooperation with consumers, users, manufacturers, importers,
packers, distributors, and retailers of regulated products.

Emerging FDA Challenges

FDA must address awide range of challengesthat serve as potential obstaclesto successfully carry-
ing out its health protection mission in the 21st century. To the extent that these challenges remain
unaddressed, agap between expectation and performance will persist. This Plan represents ablueprint
for addressing these challenges, thereby narrowing the gap.

Key challenges that FDA faces now and in the near future include:

Research and devel opment-fueled pressures on regulatory responsibilities;
Greater product complexity driven by breakthroughs in technol ogy;
Growth in recognized adverse effects associated with product use;
Unpredictable, new health and safety threats;

More targeted needs and awareness of citizen-stakeholders;

Emerging regulatory challengesin the international arena;

Increased volume and diversity of imports; and

Federa budget constraints.

Each of these challengesis discussed briefly below.

© N o g A~ W DN F
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Research and devel opment-fueled pressures on regulatory responsibilities

Each year, FDA-regulated firms add more than $2 billion to domestic research and devel opment
efforts. For pharmaceuticals alone, this effort currently exceeds $20 billion total, whichistriple
the effort of only 10 years ago. The growth in research budgets at public agencies such as NIH
surely will result in agreater number and wider variety of productsthat FDA must, by statute, reg-
ulate. Moreimportantly, the speed of product development also is accelerating. By streamlining
the commercial review process, FDA has helped to reduce the time between discovery and
Agency evauation. But this streamlining also givesthe Agency very littletimeto develop areg-
ulatory framework to handle new technologies. Thus, it is imperative for FDA to continue to
engage in closeinteraction with industry in the early stages of product research and development.

Thevolume, variety, and speed of new product devel opment presents FDA with the twofold goals
of 1) ensuring that consumers enjoy timely public health benefits from these products; and 2) min-
imizing the health risks associated with consumers’ use of these products. FDA resources devot-
ed to premarket review of these products must be carefully allocated so that both goals are
addressed. The Agency’s current level of resources, however, cannot adequately address both
goalsin all of the product areas for which the Agency has responsibility.

Greater product complexity driven by breakthroughsin technology

Product complexity continues to increase. FDA-regulated products will be characterized by
unprecedented technological sophistication, while also providing unparalleled health benefitsfor
the U.S. public. The continued benefits of genetic engineering warrant particular attention. New
products generated by the biotechnology revolution cover abroad spectrum, including: genetic
probes that serve as powerful diagnostics; genetically engineered drug and gene therapies; and
bi otechnol ogy-based food modifications such as protein-enhanced vegetables. Increased under-
standing of the human genome, aswell as of the genetic make-up of other organisms (genomes
of other animals and plants), will yield many new and different products and applications.

The number of sourcesthat produce these new genetically engineered products continuesto esca:
late. The number of biotechnology firms grew dramatically from the early 1980s through 1993,
so that by 1993 there were 1,272 firms, more than a threefold increase over the pre-1981 num-
ber. By April 1997, nearly 300 biotechnology drugswerein development, tripling the number that
werein development in 1989. FDA must have access to the necessary scientific expertise to be
ableto addressthe complexity of these new products, and to provide sound regulatory decisions.

Microprocessor and miniaturization technologies are rapidly expanding and enabling significant
improvements in implantable medical devices such as pacemakers, cochlear implants, and
closed-loop medicine ddlivery systems that monitor conditions within the body and administer
treatments asrequired. Progressin artificia intelligence hasincreased companies ability to apply
pattern recognition techniques in such products as Pap smear readers and neural net classifiers.

New combination products, such asfood-drug and drug-device combinations, will continueto be
generated through the application of biotechnology techniques. Such developments foster
improved versions of products aready developed and approved, aswell asentirely new products.
New biological-based products will require the devel opment of new data profiles, because the data
used to determine the safety of chemical-based products of the past are neither sufficient nor
appropriate for predicting the safety of these new products.

Biotechnology also isbeing used to devel op new assessment tools. More emphasisis being placed
on new approachesto assess the product safety of food, dietary supplements, and health care prod-
ucts. These tools include bioassays to improve safety assessments of carcinogenicity and to
address emerging concerns of neurotoxicity, immunotoxicity, and developmental toxicity.

Growth in recognized adver se effects associated with product use
New technologies have provided an explosion of innovative diagnostic and therapeutic health
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products. The consequences of this explosion, however, include aparallel expansion of adverse effects
associated with product use. Although the benefits reali zed from these products still greatly outweigh
the problems associated with consumption, these problems must be addressed. To illustrate, FDA
received more than one-quarter million reports of suspected drug-related adverse effectsin 1997, and
thisnumber of adverse reports continuesto increase annually. FDA estimates that nearly one million
patient injuries and deaths each year are associated with the improper use of FDA-regulated products.
Additional injuries and deaths occur under conditions of proper use and accidental injury. For exam-
ple, of the morethan 70,000 injury reportsrelated to medica devicesreceived annually, approximately
25 to 40 percent of the injury or death reports may be attributed to device misuse or operator error.
Injury reportsreceived by FDA only represent between 1 to 10 percent of all injuries associated with
the use of medical devices. Using these figures, as many as 400,000 incidents per year resulting in
patient injury or death may, at least in some way, be attributed to the user-device interaction.

Currently, the FDA Center for Food Safety and Applied Nutrition (CFSAN) receives reporting on food
additives, cosmetics, and specia nutritionals from thefield offices and other sources. To achieve effi-
ciency in monitoring and responding to adverse events, the Center is proposing the establishment of
an integrated adverse event reporting system for food and cosmetic products. Asthe Agency devel-
ops more comprehensive adverse event reporting systems, particularly in collaboration with other ingti-
tutions, the number of reported adverse eventslikely will increase. If surveillance capability does not
expand, the magnitude and severity of product use problemswill, to alarge extent, remain unknown,
and the health risks will be unaddressed.

Unpredictable, new health and safety threats

FDA continuesto face arange of threats to public health that appear in arandom and discontinuous
pattern. For example, crippling infectious diseases such as tuberculosis are re-emerging, bovine
spongiform encephal opathy (BSE) became epidemic in the United Kingdom and was unexpectedly
linked to the human disease, Creutzfeld-Jakob disease (nvCJD), and more virulent and antibiotic-resis-
tant bacteria have been discovered in food products around the world. These unpredictable threats, cou-
pled with the growing incidence of disease-causing organisms' resistance to existing drug therapies,
challenge both industry and FDA to bring innovative, safe, and effective treetmentsto the market rapid-
ly. The Agency also must address crises that require emergency responses, whether they arethe dis-
covery of pesticidesin selected imported products, Escherichia coli outbreaks, or intentional product
tampering. These events are byproducts of several factors, including continually expanding global
trade; new entrantsinto domestic industries—particularly where emerging technologies are present;
and economic pressures on regulated firms to reduce costs in order to ensure short-term survival.

The unpredictable nature of asignificant portion of FDA's compliance activity aso acts as a severe
limitation to fulfilling statutory mandates of inspectional coverage. FDA isattempting to augment its
inspection capability with strategiesthat call for collaboration with states, use of third partiesto ver-
ify industry compliance, and augmenting industry quality control mechanisms. But even these aug-
mentation strategies require front-end investments to devel op systemic capabilities such asdataval-
idation, data sharing, and auditing to determine whether protocols are in place. In addition, some
stakehol ders oppose other third-party involvement. Consequently, in the short run FDA—evenin con-
junction with collaborators—will not be able simultaneoudly to satisfy statutory inspection require-
ments and address all current health and safety threats.

More targeted needs and awareness of U.S. citizens-stakeholders

A more knowledgeable and diverse consumer population is escalating expectations for more infor-
mation, aswell asinformation that is moretailored to their particular needs, concerning the safety of
FDA -regulated products. American consumers have become more health-conscious during the 1990s
and are seeking more information on the impact of medical products and food on their health. FDA
must distinguish between the risks perceived by consumers and their actual risks, and respond
accordingly. Based on the additional information that FDA provides, consumers are playing alarger
rolein protecting their own health.
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The elderly population provides agood illustration of why FDA must target itsinformation and reg-
ulatory policiesto fit the needs of particular market segments. Although the elderly are by no means
the only segment with special needs, their numbers have become much more prominent in the gen-
era population. By the year 2000, Americansaged 75 and older will be the fastest growing group. The
elderly (those over 65) have disproportionately high health care demands. Challenges associated with
this patient subpopulation, such as multiple drug interactions, different physiological characterizations
and reactionsto drug regimens, and the need for better medical device design for home sdlf-diagnostics
and therapies, will become more acute. These challenges will require greater inclusion of the elder-
ly in clinical testing for drugs, medical devices, and other FDA-regulated products. Further, the
increasing educational needs of the elderly will require more focused education programs, including
specific dietary information and foods targeted to their nutritiona requirements. The elderly population
and food service workerswho prepare food for the elderly also will require special education initia-
tives concerning proper food handling, because as the population ages it becomes more susceptible
to foodborne diseases.

Emerging regulatory challengesin theinternational arena

FDA participatesin the world community of devel oped, underdevel oped, and devel oping economies
and regulatory authorities. Radical changesin the dynamics of the world structure are underway, dri-
ven by several forces: 1) anincreasing number of global and multinational firmsthat produce FDA-
regulated products; 2) increasing sophistication of unified economic, political, and regional entities
(e.g., the European Union [EU] and Pecific Rim countries); and 3) the response to these conditions
on the part of regulatory/standard-setting entities.

Thelarger drug, biological, device and food firms now operate as multinational companies. New prod-
uctswill be developed, produced, and marketed through a highly networked and global commercial
system. The system will have great power to satisfy consumer needs, but will be much more complex
to monitor for potential risk than has been the case in the past. This situation will require sophisticated
internationa regulatory responses. Further, the regulatory response by U.S. interests must preserve
the delicate balance at theinternational level between preventing unnecessarily high-risk productsfrom
entry into the country, while providing accessto novel, important therapies or foodsto the American
public.

The multinational and global firms are sharing center stage with an increasingly organized set of
regional economic and political entities such asthe EU, Pacific Rim organizations, North AmericaFree
TradeAct (NAFTA) participants, etc. These entities are amassing the economic and political power
to attract world trade. The pace of their development is often uneven, but the longer term direction
isclear. Raw materials and joint ventures that stretch across national borders are all becoming inter-
national elementsfor FDA to regulate where previoudly these were purely domestic phenomena. The
Agency must now make new decisions on how (or if) to manage each of these new elements.
Increasingly FDA must take into account the global trade implications of its decisions.

Organizations such as the International Committee on Harmonization (ICH), the International
Standards Organization (1S0), the Global Harmonization Task Force, the International Cooperation
on Harmonization of Technical Requirements of Registration for Veterinary Medicina Products
(VICH), and Codex are becoming increasingly important in the determination of the level of accept-
able product safety, quality, and efficacy for products trading in the international arena. FDA must
maintain aviable voice as standards are prepared and speak with avoice that representsthe interests
of al of its stakeholders, whether they are consumers, patients, health practitioners, or the regulated
industry.

I ncreased volume and diversity of imports

Imported products regulated by FDA represent a significant component of total U.S. consumption.
In some sectors, such as seafood, the percentage of total consumption represented by imports is
approximately 50 percent. FDA's responsibilitiesin the import arena continue to expand, without a
corresponding increase in resources to do the job. To illustrate: The volume of imports has grown
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steadily over the past few decades. By 1998 an estimated 4 million FDA-regulated import lineitems
arrived in the U.S. The number of food items, representing the majority of those imports, increased
by 21 percent over the last year alone! During that same period, FDA resources to address imports
remained essentialy level.

And the complexity isincreasing—the redlity of atruly globa economy is adding significant regu-
latory chalengesfor FDA. These products are originating in countriesthat often have less devel oped
health/safety regulatory structures. The increase in volume, variety, and sources of imports may be
accompanied by increasesin novel pathogens, microbia contamination, and other public health con-
cerns and regulatory challengesfor FDA. Devel oping countries, which once provided raw materials
for U.S. manufacturers, and assemblersareincreasingly providing finished productsto the U.S. mar-
ket. This conversion could increase the risks associated with such products.

Federal budget constraints

Recent budget proposals and appropriations acts have addressed emerging public health issues (such
as AIDS) and long-standing public health problems that received insufficient attention in the past
(including reducing youth tobacco use, improving food safety, and accelerating prescription drug
approvalss). While those problems continue to need attention, inflation has reduced real resources avail-
able for FDA's other public health responsibilities, which are necessary to meet the obligations
delineated in FDAMA. These include inspections to ensure product safety; review of devices, food
additives, blood products, animal drugs, and generic drugs; and adverse event reporting and followup.

Analysis of the Gap Between What Is Expected of FDA
and Its Actual Performance

FDA facesacritical issuetoday. Because of aconvergence of challengesoutlined in previous sections,
the Agency hasbeen unableto fully meet its explicit statutory obligations; nor hasit been ableto com-
pletely guarantee the more implicit health and safety responsibilitiesthe statute requires and the pub-
lic demands. Figure 2 illustrates that a sizable gap till exists between statutory requirements of “on-
timereview” for severa product areas, and what FDA currently isableto deliver. Figure 3 shows a
similar gap between mandated and actual inspectional coverage for FDA-regulated industries.

TheAgency haslistened carefully to its stakeholders over the past several months and has combined

Figure 2: New Product Review Performance Gaps

(Percentage of FY 1997 Reviews within Statutory Time Frames)

Human Generic Drugs | 54% | 46% |
Blood Product Licenses* | 83% | 17% |
New Animal Drugs | 75% | 25% |

Medical Device
Premarket Approvals

65% | 35% |

Food Additive Petitions | 24% | 76% |
0% 100%

I:I Review Effort I:I Performance Gap

* There is no statutory requirement. FDA has adopted an internal 12-month time frame.
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Figure 3: Inspection Performance Gaps
(FY 1999 Projected Inspection Effort and Remaining Performance Gap)

Statutory Interval

Biennial: Drug, Biologic, & Device

58% Inspected within 2 years
Manufacturers* (16,000)

No Statutory Interval

Four-Year Average** Cycle: Food
Establishments (49,000)

59% Inspected within 4 years

Four-Year Average** Cycle: Drug,
Biologic, & Device Facilities not
included in Biennial Requirement
(33,000) 0% 100%

I:I Inspection Effort I:I Performance Gap

*  Statutory requirement includes manufacturers, processors, repackers, and relabelers.
** Selected high-risk categories inspected more frequently.

38% Inspected within 4 years

their viewswith its own emerging strategiesto develop aplan for narrowing the gap. Thefollowing sec-
tion provides asummary of stakeholder views.

Stakeholder Consultation

FDA's assessment of the challengesit facesin fulfilling its mission and the identification of the disparity
between expectations and what is achievable given the current climate set the stage for consultations
with its external stakeholders. This consultation is necessary to determine the most effective ways of
narrowing the gap. FDA depends on the views of its stakehol ders for two crucid reasons:

1) stakeholdersare affected by the outcomes of FDA's strategies and should therefore play arolein
formulating them; and

2) dakeholdersareaso the collaboratorsthat are necessary for successful implementation of the Plan.
In the sectionsthat follow, the process of stakeholder consultation is discussed, and asummary of their
viewsis provided.

The Process

Section 406(b) of FDAMA prescribes that the plan for statutory compliance be devel oped:

“ after consultation with appropriate scientific and academic experts, health care profes-
sionals, representatives of patient and advocacy groups, and the regulated industry.’

The experts and representatives referenced in Section 406(b) comprise the constituency of the FDA.
TheAgency informally consultswith these constituents on aregular basis. Section 406(b) codifiesthis
process and provides amechanism for formal input from and feedback to its constituency.

In responseto thisrequirement, the Agency designed aprocess that provided multiple avenuesfor input,
including the following:

. Public meetingswere held and tail ored to address concerns associated with each of FDA's prod-
uct centers: foods, human drugs, animal drugs, biologics, and medical devices. In addition,
there was a meeting focusing on health professionals and an Agency-wide meeting addressing
Cross-cutting issues.
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. Dockets were provided for stakeholders to make additional comments subsequent to the public
meetings. These dockets will remain open indefinitely.

. Electronic communication vehicles were established that allow stakeholders to communicate
with FDA viaInternet responses to the Agency’s home page as well asthrough e-mail.

. District Consumer Forums were held to solicit comments from stakeholders.

*  Ongoing communication vehicleswere used to actively solicit stakeholder views on current and
future directionsfor the Agency. These vehiclesinclude speeches made by the Agency’s senior
leadership, ongoing exchanges in smaller forums such as workshops, and one-on-one conver-
sations.

FDA adopted a uniform approach in framing the stakeholder discussions and comments. Agency
officialsfirst outlined the stakeholder consultation process. The leadership then provided aframe-
work outlining the emerging technological and public health challenges faced by FDA. Finally, to
focus stakeholder comments and discussion, questions (Appendix B) were devel oped that related
to each of the six objectives addressed by the 406(b) plan and were availabl e to stakeholders prior
to the meetings.

The process of engaging the Agency’s stakehol ders and receiving useful feedback isan ongoing one.
Thisinitial round of stakeholder viewswill continue to be analyzed and interpreted during Fall 1998.
Results of the analysiswill be shared with FDA'sexterna aswell asinternal audiences. The next round
of formal stakeholder meetingsis being scheduled for Spring 1999, and regular contactswill contin-
ue to be maintained. Although longer term assessment is forthcoming, a preliminary evauation of
stakeholder views has been conducted. An overview of these views is provided in the next section.
Stakeholder comments are assessed in greater detail in Part Two of the Plan and are related to
Agency strategies.

Summary of Stakeholder Viewpoints

FDA's stakeholders commented on many aspects of the Agency’s operations. The recommendations
made by stakeholders regarding the Agency’s priorities and the strategies FDA should usein carry-
ing out its responsi bilities reflect awide range of concerns and perspectives. Thefull context of stake-
holder views expressed at public meetings and in written comments are captured in transcripts and
docketsthat are available on FDA's Internet Web page http://www.fda.gov/oc/fdamal/comm. Appendix
B-4 also provides a compendium of stakeholder recommendations, classified both by 406(b) objec-
tives and by the strategic directionsthat are identified in the next section of the Plan. Mgjor themes
that emerged from the stakeholder comments are summarized below.

Areasof consensus

Most stakeholders agree on severa broad issues. Many agreed that FDA priorities should be risk-based,
scientifically rational, and focused on protecting public health. In addition, the Agency should view
meeting its statutory obligations as a high priority. A number of organizations cautioned that the
Agency should limit its participation in new activities, especially those that go beyond the scope of
its core statutory reguirements. Although stakeholders varied in their interpretations of core respon-
sihilities, some stakeholders highlighted the importance of preserving FDA's regulatory role and
encouraged the Agency to devel op more creative strategiesto exerciseitsregulatory responsibilities.
Many stakeholders acknowledged the difficulties inherent in making trade-offs among program
activitieswhen resources are constrained.

Making new safe and effective treatments available to patientsin atimely manner isalso ahigh pri-
ority for FDA. To optimize the performance of the premarket review and approva system, stakeholders
recommended that FDA continue to re-engineer its systems and strive for internal efficiencies; com-
municate earlier in the premarket review process, more frequently, and more openly with industry and
other stakeholders; and make FDA policies and procedures more consistent and more transparent to
industry and the public. Several groups would like FDA to adopt a more uniform and consistent
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approach to addressing risks of public hedth significance. Consistency of FDA policies and proce-
dures seemed to be agreater concern than their transparency.

Requests for improved communication emphasized two-way communication—not only from the
FDA to its stakeholders, but also from stakeholders to FDA beyond adverse event reporting.
Stakeholders value FDA devel oping astrong scientific and analytic basefor itsregulatory decisions.
They believethat FDA should use the expertise of other organizationsto hel p meet its goals. For exam-
ple, delegating or collaborating on certain functions (such as research, standard-setting, and some
aspects of product review) to third parties was offered as a means of leveraging limited resources.

Several stakeholder groups want to be moreinvolved in FDA advisory committees. Theseviewsare
consigtent with FDA'strangition to amore open and collaborative relationship with its regulatory coun-
terparts and industry. Continued FDA leadership and participation in the international arena was
encouraged to ensure that international standards and guidelines are consistent with U.S. requirements.
Even though it was recognized that FDA had limited resourcesto meet al of its statutory obligations
and to meet public expectations, industry representatives opposed the collection of user feesfor med-
ical devices and the blood banking industry, as well asfor veterinary products, as a means of fund-
ing premarket review activities. Similarly, the concept of an“FDA sedl”, viewed asaform of user fees,
was not supported.

Areasof divergence

Although thefirst order of concern of all stakeholdersis consumer health protection and avail abili-
ty of medica products, thereis no consensus on the role FDA should play nor what approach should
be taken in this daunting task. Key differences among stakehol ders include the following:

FDA'srolein education

Stakeholders differed sharply in their opinions on the legitimacy and primacy of FDA'srole in con-
sumer education. While some stakeholder groups believe that industry and hedlth professionals
should be responsible for consumer education, others assert that FDA should play an essentia role
in providing objective information about regulated productsto consumers and in facilitating patient
participation in ongoing clinical trials of promising new therapies. One consumer advocacy group,
the National Council on Patient Information and Education, requested FDA's support in developing
acollaborative, national consumer medicine safety and education program.

FDA's enforcement activities

Some stakeholders called for expanded FDA authority and additional resource appropriationsto alow
the Agency to carry out its responsibilities, for example, in the areas of drug safety monitoring and
monitoring the sale of unapproved veterinary products. Other stakeholders acknowledged that FDA
would need to share enforcement responsibilities with others. For example, one group supported a
division of tasksin the inspection arena, with FDA covering the imports, and states being responsi-
blefor domestic inspections.

Useof Third Parties

Therewere mixed viewsin thisareaaswell. Many consumers preferred that FDA regulate the indus-
try more directly, while several industry representatives advocated for greater use of third parties, as
long as the arrangement was carefully monitored by the Agency.

Advisory Committees

Views regarding the composition of FDA advisory committees diverged greatly. Some pressed for
broader representation of interested persons while others advocated that FDA place greater empha-
sis on the depth of knowledge of advisory committee members. The Agency was urged to recruit
renowned experts to serve on advisory committees. Some advisory committees were criticized for
favoring nonscientific issues over science when they make recommendations.

12
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Unresolved issues

Perhapstheissue that remains most problematic isthe overdl question of balance among FDA'sfunc-
tions. The appropriate mix of premarket review, post-market inspection, and surveillance activity is
an ongoing topic of debate among the Agency’s stakehol ders. One stakeholder summed up theissue:

“How should FDA balance the need for strong and timely premarket review programs with
the need for effective postmarket ingpection, surveillance, and enforcement programs? That
islike asking the American peopleto find a balance between building safe aircraft and pro-
viding adequate maintenance over the course of a plane'slife” (Patient Group)

Although stakeholders expressed their views regarding the emphasis FDA should place on various
issues, these comments frequently focused on asingle FDA Center or two competing issues. FDA does
not have sufficient information at this time about the priority Agency stakeholderswish to assign to
aparticular issue relative to other i ssues competing for resources within an FDA Center or within the
Agency asawhole. In some instances the proposed strategies appear to be contradictory. For exam-
ple, how should the Agency bal ance setting risk-based priorities or meeting public expectations when
doing so directly competes with meeting its statutory obligations?

Identification of Agency-wide objectives and strategic directions

The six objectives specified in FDAMA Section 406(b) and outlined on page 2 of thisPlan, provide
FDA with a broad framework for meeting its statutory requirements and public expectations. The
Agency’s senior leadership believes the following strategic directions are necessary to focus its
effortsin achieving the objectives set forth by Congress. These directions represent an amalgam of
approaches that have been emerging for several years, and which have been modified both by new
FDA challenges and by the productive suggestions made by external stakeholders. Figure 4 identifies
thelink between key stakeholder themes and the strategic directions outlined in this section of the plan.

Figure 4: FDA’s Strategic Direction
e Themes from Stakeholders

Establish Risk-Based Priorities Re-engineer FDA Processes

« Setting priorities » Need for some management
reform

* FDA should be more creative—
while maintaining control

Adopt a Systems Rather than
Piecemeal Approach to

Agency RegulatlorT ] Strengthen the Scientific and
* Importance of an international Analytical Basis for

Strategy Regulatory Decisions

« Adverse Event Reporting o
) . e The value of strong scientific base

* Focus inspections on systems ; o

deficiencies « Strengthen the science base within
FDA advisory committees and

keep science base current

« Need for adequately
trained/qualified FDA Staff

Work more Closely with
External Stakeholders

» Need for transparent FDA policies
and procedures

e More open and communicative
FDA

Capitalize on Information
Technology

[FDA
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The gtrategic directions are broad in scope and cross-cut all components of the organization. Assuch,
they provide acontext to guide all of the Agency’s more specific goals and programs. They also serve
asaway to galvanize diverse activitiesinto aset of unified directionsfor the long-term.

Establish Risk-Based Priorities

Although theimportance of setting risk-based prioritieswas a concept repeatedly endorsed by many
stakehol der groups, there was not consensus regarding what congtituted the highest risk areas. FDA
must listen to its stakeholder community, but then it must decide, based on continuing consultation
with its stakehol ders, which health and safety risks most directly threaten the well-being of U.S. con-
sumers, and alocate its resources accordingly. In the harsh light of limited resources, FDA simply can-
not meet everyone's demands and cannot address all risks with the same degree of urgency or inten-
sity. For example, the Agency isunableto respond to its highest priority health risks and at the same
time fully meet its biennia statutory inspection requirements for drugs, biologics, and medica
devices. It may be appropriate to reassess the practicality of mandates that emphasize industry cov-
erage, regardless of risk, when those mandates may divert limited resources away from addressing
serious hedlth and safety concerns. The Agency has and will continueto increase the efficiency of “fast
track” processes to address the most urgent needs for therapies so that these therapies can enter the
marketplace rapidly. Resources will continue to be redirected toward the review of these products.
Surveillance and compliance efforts also will continue to be directed toward identifying and taking
action to correct the most serious health and safety problems associated with productsthat arein the
marketplace or about to enter the market. The Presidential Food Safety Initiativewill continueto focus
attention and devote resources to those areas of the food supply that pose the greatest risk of illness
and/or death to consumers.

Strengthen the Scientific and Analytical Basisfor Regulatory Decisions

A strong science base continues to underpin each of the Agency’sregul atory decisions. Such decisions
must be made throughout the lifespan of FDA-regulated productsfrom initia research, devel opment
and testing, through production, marketing and consumption. A strong science base consists of the
expertise, the risk assessment protocols, the test methods, product guidance and performance stan-
dards, and the facilities and equipment necessary for conducting excellent science. The emerging
emphasisin thisstrategic areaisto seek meansfor achieving synergiesin science capability through
access to and collaborative efforts with sources of scientific expertise beyond FDA. A recent exam-
ple that the Agency hopeswill achieve research synergies through collaboration is the pharmaceuti-
cal quality and drug devel opment science initiative that the Agency has begun to pursue under acoop-
erative research agreement among FDA, professional societies, and industry. The initiative will
provide avenueto conduct research on pressing questions about pharmaceutical manufacturing that
caninform regulatory decisions regarding needsin such areas as supplement submission requirements
or bioequiva ence studies after there are manufacturing changes. Such collaborative effortsarerein-
forced inthe objectivesidentifiedin FDAMA Section 406(b). Thekey liesin “ ensuring accessto the
expertise,” wherever it is most cost-effective.

Work More Closely With External Stakeholders

FDA will need to multiply the Agency’s capability to address complex public health problems by
working with stakeholdersin planning, implementing, and eval uating solutionsto these problems. The
solutions don’t lie solely in expanding the mass of the Agency. Consumers, the regulated industry,
health professionals, and FDA'sregulatory counterpartsin the U.S. and abroad each represent com-
ponents of atotal network that can potentially improve health outcomes. To help “ activate” that net-
work, FDA isengaged in severa strategies, some just emerging and othersin a more mature phase.
These“ activation strategies’ include; collaboration with stakeholdersto create synergiesin protect-
ing the public hedlth; ensuring that stakeholders are well informed about the Agency’s regulatory
processes [the processes should be as transparent as possible] and the products that are affected by
these processes; involving stakeholders early in the Agency’s processes; and ensuring that al affect-
ed stakeholder groups' interests are well represented in product testing and approval decisions.
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FDA is striving to create synergies through collaboration with appropriate outside colleaguesin prod-
uct research and testing, devel opment, production, marketing, and consumption/use to ensure safe-
ty, quality, and efficacy. The Agency’s Joint Institute for Food Safety and Applied Nutrition [JIF-
SAN](with the University of Maryland) and the Moffett Center in lllinois are illustrative of such
synergiesworking at the level of applied research and development to ensure safe foods.

Industry representatives and health professionals made it clear to FDA during the stakeholder con-
sultation processthat they can be more effective colleaguesin improving health outcomesin their role
as product developersand usersif they are 1) well informed about the Agency’sregulatory review, sur-
veillance, and compliance processes; and 2) consulted prior to regulatory decisions on both the pre-
and post-market side of product commerciaization. FDA will continue implementing strategies to
engagein preventive problem solving, aswell asinitiativesthat will make theAgency’s processes as
clear and understandable as possible to participants.

Consumers and patients expressed a need to have prompt, complete, understandable, and unbiased
information about products that FDA regulates, particularly new therapies. Well-informed con-
sumers are more effective contributors to the management of their own health risks. FDA has
launched severa initiatives that are intended to keep the consumer well-informed through such
vehicles as publishing the availability of important new drugs on the Internet. FDA is also attempt-
ing to ensurethat theinterests of all affected patients are well represented in such areasasclinical tria
designs for new therapies. In addition, FDA will ensure that the interests of the consumer are repre-
sented in such deliberative bodies as advisory committees when recommendations on new products
are being considered.

Re-engineer FDA Processes

FDA has used both an internal and an externa focus in redesigning many of its regulatory review
processes. From the external perspective, FDA isimplementing several protocols that will result in
simplified regulatory approaches and, as aresult, areduced burden for the regulated industry. Many
of theseregulatory reinventions are embodied in provisonsin FDAMA. For example, theAgency may
start review of a“fast-track” drug application before the application is complete if preliminary clin-
ical datademongtrate that the product may be effective. Fast-track status also isbeing established for
humanitarian medical devices, and new product development protocols will allow medical device
sponsorsto use recognized study resultsthat have been generated by other sources as part of their own
application submission. Other regulatory simplification strategies have been instituted independent
of FDAMA.. For example, aphased review process for animal drugs has been designed that enables
the Agency to provide periodic feedback to product sponsors throughout the drug review processto
foster “ continuous improvement” in the application.

FDA isasofocusing internaly to achieve greater efficiencies and effectivenessin itsreview and track-
ing processes. For example, implementation of project management techniques allows an opportunity
for convergent thinking and action to occur so that multiple disciplines can coordinate their effortsin
providing thorough but timely reviews of product sponsors' applications.

Adopt a Systems Rather than a Piecemeal Approach to Agency Regulation

Several stakeholders during the public meetings noted that they could be more efficient and effective
participantsin promoting and protecting public hedth if they could understand the total context of what
the Agency was trying to do and what its future directions were. The establishment of a systems
approach within FDA is closely related to the establishment of risk-based priorities. Use of asystems
orientation is an effective way to identify what istruly high-priority risk and then to addressthat risk
in a systemic manner. Systems solutions, such as the Food Safety Initiative, the integrated adverse
event reporting initiative, and the import monitoring system, are examples of FDA acting in concert
with other collaborators to address the highest priority, most pervasive risks facing consumers.

TheAgency aso has adopted a systems orientation in many of itsindividual programs. Toillustrate,
medical deviceinspectors have embarked on anew approach to determineindustry compliance with
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Good Manufacturing Practices (GMPs). They are pilot-testing asystems-oriented inspectional strat-
egy whereby medical device plants are given guidance on the establishment of atotal Device Quality
System, so that the control of product safety and quality is owned by the firm, rather than their hav-
ing to respond to aseries of external compliance requirements that must be responded to one at atime.
The seafood Hazard Analysis and Critical Control Points (HACCP) initiative provides another
example where FDA worked with the seafood industry to implement a systems approach to ensure
the safety of seafood consumed by the American public.

Capitalize on I nformation Technology

FDA has been on along course of improvement in taking advantage of the opportunities offered by
arapidly evolving information technology environment. Information technology has been used for
quite sometime by the Agency in order to improveinterna efficiencies. For example, akey e ement
in accelerating the review of new drug therapies has been automating major portions of the drug
review process. When both product sponsor and Agency reviewer can use € ectronic communication
to establish acommon ground of understanding, then all parties benefit. Itisacritical element that
has become pervasivein al mission-oriented aswell as support activities.

More recently, the Agency hasturned its attention to using information technology asaway of improv-
ing communication with external stakeholders. One of the most powerful examples of how stake-
holders are assisted isin the rapid provision of information on new drug therapies viathe Internet to
consumers and patients. FDA’'s home page provides an opportunity for all of FDA stakeholdersto be
aware of recent Agency regulatory decisions, and, just asimportant, to receive input in the form of
suggestions and other opinions from Agency officials. The Agency will expand use of information
technology to bring relevant information to bear in the areaof product surveillance and adverse event
reporting. Well-designed and integrated information systems will dramatically reduce the gap
between adverse effects associated with consumption and problem correction.

The strategic directions outlined above provide the context for understanding Part Two of the 406(b)
Plan. In Part Two, specific performance targets and associated strategies are outlined for FY 1999, Part
Two is organized into sections that correspond to the six objectives outlined in Section 406(b) of
FDAMA { Section 903(f) of the FD& C Act as amended} . Thus, specific performance targets can be
directly related to achieving the objectives of the Act.

Within each objective, strategiesfor FY 1999 reflect the Agency-wide strategic directionsidentified
in Part One. Thus, the Agency’s targeted planning for FY 1999 is strategically aligned with its
intended directions over the next several years.
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PART TWO
FDAMA Plan for FY 1999

This Plan outlines key performance goals and strategies designed to achieve these goals during FY
1999. The Plan serves several purposes:

1) It providesablueprint for narrowing the gap between what FDA is expected to do by law and
by the stakeholder community and what FDA currently can accomplish given its existing
Agency resources.

2) Itrespondsto Section 406(b) of FDAMA, which requires the Agency to develop such a plan:

“ The Secretary, after consultation with appropriate scientific and academic experts, health
care professional s, representatives of patient and consumer advocacy groups, and the reg-
ulated industry, shall develop and publish in the Federal Register a plan bringing the
Secretary into compliance with each of the obligations of the Secretary under this Act”

3) ItmovesFDA closer tofulfilling its strategic goals and thus, its mission of consumer health pro-
tection and promotion.

4)  Finally, the Plan provides a specific set of performance commitmentsthat will serveasabass
for managing towards results and for reporting progress.

The Plan is organized according to the six objectives outlined in Section 406(b) of FDAMA.

These objectives address critical components of FDA’s responsibilities. The Agency, working in col-
laboration with key players in both the public and private sector, will pursue each objective as part
of atotal consumer health protection and enhancement system. The process beginswith the research
and devel opment of new products with great health- and life-sustaining potential, and ends with the
safe and effective consumption of these products. Figure 5illustrates how FDAMA objectives are cru-
cia elementsof FDA'stotal contribution to beneficial public health outcomes. The six 406(b) objec-
tivesare addressed in five sections below. The five sections examine the FDAMA objectivesin order
by objective (A, B, C, D, and E&F). Each section provides:

* Identification of Needs Outlines the unmet demands stated by law and expressed by the
Agency’s stakeholders, which FDA must address to achieve the
FDAMA objective and to fulfill its mission.

» Sakeholder Views Selected stakeholder opinions on the importance of the need being
addressed.

* Current Innovations and Creative improvements FDA has underway that will help achieve
Reinventions objectives.
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» Planfor Meeting Satutory

Requirements and Public

Expectations

» Performance Goalsfor

Key strategies that are planned for the future that will narrow the
gap between expectations and current capabilities.

FY 1999 godsare based on fina Congressiona appropriationsand

FY 1999 may be subject to adjustment pending Agency resource allocation
decisions.
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OBJECTIVE A

Maximizing the availability and clarity of
information about the process for review of
applications and submissions (including 